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separate sheet to provide a summary description of this project.

13.

14.

Estimated Funding.  Amount requested or to be
contributed during the first funding/budget period by each
contributor. Value of in-kind contributions should be
included on appropriate lines as applicable.  If the action
will result in a dollar change to an existing award, indicate
only the amount of the change. For decreases, enclose the
amounts in parentheses. If both basic and supplemental
amounts are included, show breakdown on an attached
sheet. For multiple program funding, use totals and show
breakdown using same categories as item 13.

Certification. To be signed by the authorized
representative of the applicant. A copy of the governing
body's authorization for you to sign this application as
official representative must be on file in the applicant’s
office.

Be sure to enter the telephone and fax number and e-mail
address of the authorized representative. Also, in item 14e,
please enter the month, date, and four (4) digit year (e.g.,
12/12/2000) in the date signed field.

Paperwork Burden Statement

According to the Paperwork Reduction Act of 1995, no
persons are required to respond to a collection of
information unless such collection displays a valid OMB
control number. The valid OMB control number for this
information collection is 1875-0106. The time required to
complete this information collection is estimated to average
between 15 and 45 minutes per response, including the time
to review instructions, search existing data resources, gather
the data needed, and complete and review the information
collection. If you have any comments concerning the
accuracy of the estimate(s) or suggestions for improving
this form, please write to: U.S. Department of Education,
Washington, D.C. 20202-4651. If you have comments or
concerns regarding the status of your individual
submission of this form write directly to: Joyce 1. Mays,
Application Control Center, U.S. Department of Education,
7th and D Streets, S.W. ROB-3, Room 3633, Washington,
D.C. 20202-4725




72838

Federal Register/Vol. 64, No. 248/ Tuesday, December 28, 1999/ Notices

Protection of Human Subjects in Research
(Attachment to ED 424)

1. Instructions to Applicants about the Narrative
Information that Must be Provided if Research
Activities Involving Human Subjects are Planned.

If you marked item 11 on the application “Yes” and designated
exemptions in 1la, (all research activities are exempt),
provide sufficient information in the application to allow a
determination that the designated exemptions are appropriate.
Research involving human subjects that is exempt from the
regulations is discussed under IL.B. “Exemptions,” below. The
Narrative must be succinct. Provide this information in an
“Item 11/Protection of Human Subjects Attachment” and
insert this attachment immediately following the ED 424
face page.

If you marked “Yes” to item 11 on the face page, and
designated no exemptions from the regulations (some or all of
the research activities are nonexempt), address the following
six points for each nonexempt activity. In addition, if research
involving human subjects will take place at collaborating site(s)
or other performance site(s), provide this information before
discussing the six points. Although no specific page limitation
applies to this section of the application, be succinct. Provide
the six-point narrative and discussion of other performance sites
in an “Item 11/Protection of Human Subjects Attachment”
and insert this attachment immediately following the ED
424 face page.

(1) Provide a detailed description of the proposed involvement
of human subjects. Describe the characteristics of the subject
population, including their anticipated number, age range, and
health status. Identify the criteria for inclusion or exclusion of
any subpopulation. Explain the rationale for the involvement of
special classes of subjects, such as children, children with
disabilities, adults with disabilities, persons with mental
disabilities, pregnant women, prisoners, institutionalized
individuals, or others who are likely to be vulnerable.

(2) Identify the sources of research material obtained from
individually identifiable living human subjects in the form of
specimens, records, or data. Indicate whether the material or
data will be obtained specifically for research purposes or
whether use will be made of existing specimens, records, or
data.

(3) Describe plans for the recruitment of subjects and the

consent procedures to be followed. Include the circumstances .

under which consent will be sought and obtained, who will seek
it, the nature of the information to be provided to prospective
subjects, and the method of documenting consent. State if the
Institutional Review Board (IRB) has authorized a modification
or waiver of the elements of consent or the requirement for
documentation of consent.

(4) Describe potential risks ‘(physical, psychological, social,
legal, or other) and assess their likelihood and seriousness.
Where appropriate, describe alternative treatments and

procedures that might be advantageous to the subjects.

(5) Describe the procedures for protecting against or
minimizing potential risks, including risks to confidentiality,
and assess their likely effectiveness. Where appropriate,
discuss provisions for ensuring necessary medical or
professional intervention in the event of adverse effects to the
subjects. Also, where appropriate, describe the provisions for
monitoring the data collected to ensure the safety of the
subjects.

(6) Discuss why the risks to subjects are reasonable in relation
to the anticipated benefits to subjects and in relation to the
importance of the knowledge that may reasonably be expected
to result.

I1. Information on Research Activities
Involving Human Subjects

A. Definitions.

A research activity involves human subjects if the activity is
research, as defined in the Department’s regulations, and the
research activity will involve use of human subjects, as defined
in the regulations.

--Is it a research activity?

The ED Regulations for the Protection of Human Subjects, Title
34, Code of Federal Regulations, Part 97, define research as “a
systematic investigation, including research development,
testing and evaluation, designed to develop or contribute to
generalizable knowledge.” If an activity follows a deliberate
plan whose purpose is to develop or contribute to generalizable
knowledge, such as an exploratory study or the collection of
data 1o test a hypothesis, it is research. Activities which meet
this definition constitute research whether or not they are
conducted or supported under a program which is considered
research for other purposes. For example, some demonstration
and service programs may include research activities.

--Is it a human subject?

The regulations define human subject as “a living individual
about whom an investigator (whether professional or student)
conducting research obtains (1) data through intervention or
interaction with the individual, or (2) identifiable private
information.” (1) If an activity involves obtaining information
about a living person by manipulating that person or that
person's environment, as might occur when a new instructional
technique is tested, or by communicating or interacting with the
individual, as occurs with surveys and interviews, the definition
of human subject is met. (2) If an activity involves obtaining
private information about a living person in such a way that the
information can be linked to that individual (the identity of the
subject is or may be readily determined by the investigator or
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associated with the information), the definition of human
subject is met. [Private information includes information about
behavior that occurs in a context in which an individual can
reasonably expect that no observation or recording is taking
place, and information which has been provided for specific
purposes by an individual and which the individual can
reasonably expect will not be made public (for example, a
school health record).]

B. Exemptions.

Research activities in which the only involvement of human
subjects will be in one or more of the following six categories of
exempiions are not covered by the regulations:

(1) Research conducted in established or commonly accepted
educational settings, involving normal educational practices,
such as (a) research on regular and special education
instructional strategies, or (b) research on the effectiveness of or
the comparison among instructional techniques, curricula, or
classroom management methods.

(2) Research involving the use of educational tests (cognitive,
diagnostic, aptitude, achievement), survey procedures, interview
procedures or observation of public behavior, unless: (a)
information obtained is recorded in such a manner that human
subjects can be identified, directly or through identifiers linked
to the subjects; and (b) any disclosure of the human subjects’
responses outside the research could reasonably place the
subjects at risk of criminal or civil liability or be damaging to
the subjects’ financial standing, employability, or reputation. If
the subjects are children, this exemption applies only to
research involving educational tests or observations of public
behavior when the investigator(s) do not participate in the
activities being observed. [Children are defined as persons
who have not attained the legal age for consent to treatments or
procedures involved in the research, under the applicable law or
jurisdiction in which the research will be conducted.]

(3) Research involving the use of educational tests (cognitive,
diagnostic, aptitude, achievement), survey procedures, interview
procedures or observation of public behavior that is not exempt

under section (2) above, if the human subjects are elected or
appointed public officials or candidates for public office; or
federal statute(s) require(s) without exception that the
confidentiality of the personally identifiable information will be
maintained throughout the research and thereafter.

(4) Research involving the collection or study of existing data,
documents, records, pathological specimens, or diagnostic
specimens, if these sources are publicly available or if the
information is recorded by the investigator in a manner that
subjects cannot be identified, directly or through identifiers
linked to the subjects.

(5) Research and demonstration projects which are conducted
by or subject to the approval of department or agency heads,
and which are designed to study, evaluate, or otherwise
examine: (a) public benefit or service programs; (b) procedures
for obtaining benefits or services under those programs; (c)
possible changes in or alternatives to those programs or
procedures; or (d) possible changes in methods or levels of
payment for benefits or services under those programs.

(6) Taste and food quality evaluation and consumer acceptance
studies, (a) if wholesome foods without additives are consumed
or (b) if a food is consumed that contains a food ingredient at or
below the level and for a use found to be safe, or agricultural
chemical or environmental contaminant at or below the level
found to be safe, by the Food and Drug Administration or
approved by the Environmental Protection Agency or the Food
Safety and Inspection Service of the U.S Department of
Agriculture.

Copies of the Department of Education’s Regulations for the
Protection of Human Subjects, 34 CFR Part 97 and other
pertinent materials on the protection of human subjects in
research are available from the Grants Policy and Oversight
Staff (GPOS) Office of the Chief Financial and Chief
Information Officer, U.S. Department of Education,
Washington, D.C., telephone: (202) 708-8263, and on the U.S.
Department of Education’s Protection of Human Subjects in
Research Web Site at http://ocfo.ed.gov/humansub.htm.
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(e) Notifying the agency, in writing, within 10 calendar days
after receiving notice under subparagraph (d)(2) from an
employee or otherwise receiving actual notice of such
conviction. Employers of convicted employees must provide
notice, including position title, to: Director, Grants Policy and
Oversight Staff, U.S. Department of Education, 600
Independence Avenue, S.W. (Room 3652, GSA Regional
Office Building No. 3), Washington, DC 20202-4248. Notice
shall include the identification number(s) of each affected
grant;

(f) Taking one of the following actions, within 30 calendar days
of receiving notice under subparagraph (d)(2), with respect to
any empioyee who is so convicted-

(1) Taking appropriate personnel action against such an
employee, up to and including termination, consistent with the
requirements of the Rehabilitation Act of 1973, as amended; or

(2) Requiring such employee to participate satisfactorily in a
drug abuse assistance or rehabilitation program approved for
such purposes by a Federal, State, or local healith, law
enforcement, or other appropriate agency;

(g) Making a good faith effort to continue to maintain a
drug-free workplace through implementation of paragraphs
(a), (b), (c), (d), (e), and (f).

B. The grantee may insert in the space provided below the
site(s) for the performance of work done in connection with the
specific grant:

Piace of Performance (Street address. city, county, state, zip
code)

Check [ ] if there are workplaces on file that are not identified
here.

DRUG-FREE WORKPLACE
(GRANTEES WHO ARE INDIVIDUALS)

As required by the Drug-Free Workplace Act of 1988, and
implemented at 34 CFR Part 85, Subpart F, for grantees, as
defined at 34 CFR Part 85, Sections 85.605 and 85.610-

A. As a condition of the grant, | certify that | will not engage in

the unlawful manufacture, distribution, dispensing, possession,
or use of a controlled substance in conducting any activity with
the grant; and

B. If convicted of a criminal drug offense resulting from a
violation occurring during the conduct of any grant activity, |
will report the conviction, in writing, within 10 calendar days of
the conviction, to: Director, Grants Policy and Oversight Staff,
Department of Education, 600 Independence Avenue, S.W.
(Room 3652, GSA Regional Office Building No. 3),
Washington, DC 20202-4248. Notice shall include the
identification number(s) of each affected grant.

As the duly authorized representative of the applicant, | hereby certify that the applicant will comply with the-above certifications.

NAME OF APP LICANT

PR/AWARD NUMBER AND / OR PROJECT NAME

PRINTED NAME AND TITLE OF AUTHORIZED REPRESENTATIVE

SIGNATURE

DATE
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Certification Regarding Debarment, Suspension, Ineligibility and
Voluntary Exclusion - Lower Tier Covered Transactions

This certification is required by the Department of Education regulations implementing Executive Order 12549, Debarment and Suspension, 34 CFR Part
85, for all lower tier transactions meeting the threshold and tier requirements stated at Section 85.110.

Instructions for Certification

1. By signing and submitting this proposal, the
prospective lower tier participant is providing the
centification set out below.

2. The certification in this clause is a material representation of fact
upon which reliance was placed when this transaction was entered into.
if it is later determined that the prospective lower tier participant
knowingly rendered an erroneous certification, in

addition to other remedies available to the Federal Government, the
department or agency with which this transaction originated may pursue
available remedies, including suspension and/or debarment.

3. The prospective lower tier participant shall provide immediate written
notice to the person to which this proposal is submitted if at any time
the prospective lower tier participant leams that its certification was
erroneous when submitted or has become erroneous by reason of
changed circumstances.

4. The terms “covered transaction,” “debarred,” “suspended,”
“ineligible,” “lower tier covered transaction,” “participant,’ “ person,”
“primary covered transaction,” “ principal,” proposal,” and “voluntarily
excluded,” as used in this clause, have the meanings

set out in the Definitions and Coverage sections of rules implementing
Executive Order 12549. You may contact the person to which this
proposal is submitted for assistance in obtaining a copy of those
regulations.

5. The prospective lower tier participant agrees by submitting this
proposal that, should the proposed covered transaction be entered into,
it shall not knowingly enter into any lower tier covered transaction with
a person who is debarred, suspended, declared ineligible, or voluntarily
excluded from participation in this covered

transaction, unless authorized by the department or agency with which
this transaction originated.

6. The prospective lower tier participant further agrees by submitting
this proposal that it will include the clause titled “Certification Regarding
Debarment, Suspension, ineligibility, and Voluntary Exclusion-L_wer
Tier Covered Transactions,”

without modification, in all lower tier covered transactions and in all
solicitations for lower tier covered transactions.

7. A participant in a covered transaction may rely upon a certification of
a prospective participant in a lower tier covered transaction that it is not
debarred, suspended, ineligible, or voluntarily exciuded from the
covered transaction, unless it

knows that the certification is erroneous. A participant may decide the
method and frequency by which it determines the eligibility of its
principals. Each participant may but is not required to, check the
Nonprocurement List.

8. Nothing contained in the foregoing shall be construed to require
establishment of a system of records in order to render in good faith the
certification required by this clause. The knowledge

and information of a participant is not required to exceed that which is
normally possessed by a prudent person in the ordinary course of
business dealings. :

9. Except for transactions authorized under paragraph 5 of these
instructions, if a participant in a covered transaction knowingly enters
into a lower tier covered transaction with a person who is

suspended, debarred, ineligible, or voiuntarily excluded from
participation in this transaction, in addition to other remedies available
to the Federal Government, the department or agency with which this
transaction originated may pursue available remedies, including
suspension and/or debarment.

Certification

(O] The prospective lower tier participant certifies, by submission of this proposal, that neither it nor its principals are presently debarred,
suspended, proposed for debarment, declared ineligible, or voluntarily excluded from participation in this transaction by any Federal department
or agency.

(2) Where the prospective lower tier participant is unable to certify to any of the statements in this certification, such prospective participant shail

attach an explanation to this proposal.

NAME OF APPLICANT

PR/AWARD NUMBER AND/OR PROJECT NAME

PRINTED NAME AND TITLE OF AUTHORIZED REPRESENTATIVE

SIGNATURE

DATE

ED 80-0014, 9/90 (Replaces GCS-009 (REV.12/88), which is obsolete)
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Approved by OMB
DISCLOSURE OF LOBBYING ACTIVITIES 0348.0046 "
Complete this form to disclose lobbying activities pursuant to 31 U.S.C 1352
{See reverse for public burden disclosure.)
1. Type of Federal Action: 2.  Status of Federal Action: 3. Report Type:
a. contract a. bid/offer/application a. initial filing
b. grant b. initial award b. material change
c. cooperative agreement c. post-award
d. loan For Material Change Only:
e. loan guarantee year quarter
f. loan insurance date of last report
4. Name and Address of Reporting Entity: 5. If Reporting Entity in No.4 is Subawardee, Enter Name
D Prime Subawardee and Address of Prime:
Tier , if
known:
Congressional District, /f known: Congressional District, i/f known:
6. Federal Department/Agency: 7. Federal Program Name/Description:
CFDA Number, if applicable:
8. Federal Action Number, if known: 9. Award Amount, /f known:
$
10. a. Name and Address of Lobbying Registrant b. Individuals Performing Services (including address if
{if individual, last name, first name, MJ): different from No. 10a)
(last name, first name, Mi):
11. Information requested through this form s
authorized by title 31 U.S.C. section 1352. This | Signature:
disclosure of lobbying activities is a material
representation of fact upon which reliance was | Print Name:
placed by the tier above when this transaction was
made or entered into. This disclosure is required | Title:
pursuant to 31 U.S.C. 1352. This information will
be reported to the Congress semi-annually and will | Telephone No.: Date:
be available for public inspection. Any person who
faiis to file the required disclosure shall be subject
to a civil penaity of not less than $10,000 and not
more than $100,000 for each such failure.
Federal Use Only Authorized for Local Reproduction
: Standard Form - LLL (Rev. 7-97)
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INSTRUCTIONS FOR COMPLETION OF SF-LLL, DISCLOSURE OF LOBBYING ACTIVITIES

This disclosure form shall be completed by the reporting entity, whether subawardee or prime Federal recipient,
at the initiation or receipt of a covered Federal action, or a material change to a previous filing, pursuant to title
31 U.S.C. section 1352. The filing of a form is required for each payment or agreement to make payment to
any lobbying entity for influencing or attempting to influence an officer or employee of any agency, a Member
of Congress, an officer or employee of Congress, or an employee of a Member of Congress in connection with
a covered Federal action. Complete all items that apply for both the initial filing and material change report.
Refer to the implementing guidance published by the Office of Management and Budget for additional
information.

1. Identify the type of covered Federal action for which lobbying activity is and/or has been secured to
influence the outcome of a covered Federal action.

2. Identify the status of the covered Federal action.

3. |dentify the appropriate classification of this report. ‘If this is a followup report caused by a material
change to the information previously reported, enter the year and quarter in which the change
occurred. Enter the date of the last previously submitted report by this reporting entity for this
covered Federal action.

4. Enter the full name, address, city, State and zip code of the reporting entity. Include Congressional
District, if known. Check the appropriate classification of the reporting entity that designates if it is,
or expects to be, a prime or subaward recipient. Identify the tier of the subawardee, e.g., the first
subawardee of the prime is the 1st tier. Subawards include but are not limited to subcontracts,
subgrants and contract awards under grants.

5. If the organization filing the report in item 4 checks “Subawardee,” then enter the full name, address,
city, State and zip code of the prime Federal recipient. Include Congressional District, if known.

6. Enter the name of the federal agency making the award or loan commitment. Include at least one
organizational level below agency name, if known. For example, Department of Transportation,
United States Coast Guard.

7. Enter the Federal program name or description for the covered Federal action {item 1}. f known,
enter the full Catalog of Federal Domestic Assistance (CFDA) number for grants, cooperative
agreements, loans, and loan commitments.

8. Enter the most appropriate Federal identifying number available for the Federal action identified in
item 1 (e.g., Request for Proposal (RFP) number; Invitations for Bid (IFB} number; grant announcement
number; the contract, grant, or loan award number; the application/proposal control number assigned
by the Federal agency). Included prefixes, e.g., “RFP-DE-80-001."

9. For a covered Federal action where there has been an award or loan commitment by the Federal
agency, enter the Federal amount of the award/loan commitment for the prime entity identified in
item 4 or 5.

10. (a) Enter the full name, address, city, State and zip code of the lobbying registrant under the Lobbying
Disclosure Act of 1995 engaged by the reporting entity identified in item 4 to influence the covered
Federal action.

(b) Enter the full names of the individual(s) performing services, and include full address if different
from 10(a). Enter Last Name, First Name, and Middle Initial (M}).

11. The certifying official shall sign and date the form, print his/her name, title, and telephone number.

According to the Paperwork Reduction Act, as amended, no persons are required to respond to a collection of
information unless it displays a valid OMB control Number. The valid OMB control number for this information
collection is OMB No. 0348-0046. Public reporting burden for this collection of information is estimated to
average 10 minutes per response, including time for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and reviewing the collection of information. Send
comments regarding the burden estimate or any other aspect of this collection of information, including
suggestions for reducing this burden, to the Office of Management and Budget, Paperwork Reduction Project
(0348-0046), Washington, DC 20503
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OMB Control No. 1801-0004 (Exp. 8/31/2001)

NOTICE TO ALL APPLICANTS

The purpose of this enclosure is to inform you about a
new provision in the Department of Education's
General Education Provisions Act (GEPA) that applies
to applicants for new grant awards under Department
programs. This provision is Section 427 of GEPA,
enacted as part of the Improving America's Schools
Act of 1994 (Pub. L. 103-382).

To Whom Does This Provision Apply?

Section 427 of GEPA affects applicants for new grant
awards under this program. ALL APPLICANTS
FOR NEW AWARDS MUST INCLUDE
INFORMATION IN THEIR APPLICATIONS TO
ADDRESS THIS NEW PROVISION IN ORDER
TO RECEIVE FUNDING UNDER THIS
PROGRAM.

(If this program is a State-formula grant program, a
State needs to provide this description only for projects
or activities that it carries out with funds reserved for
State-level uses. In addition, local school districts or
other eligible applicants that apply to the State for
funding need to provide this description in their
applications to the State for funding. The State would
be responsible for ensuring that the school district or
other local entity has submitted a sufficient section 427
statement as described below.)

What Does This Provision Require?

Section 427 requires each applicant for funds (other
than an individual person) to include in its application
a description of the steps the applicant proposes to take
to ensure equitable access to, and participation in, its
Federally-assisted program for students, teachers, and
other program beneficiaries with special needs. This
provision allows applicants discretion in developing the
required description. The statute highlights six types
of barriers that can impede equitable access or
participation: gender, race, national origin, color,
disability, or age. Based on local circumstances, you
should determine whether these or other barriers may
prevent your students, teachers, etc. from such access
or participation in, the Federally-funded project or
activity. The description in your application of steps
to be taken to overcome these barriers need not be
lengthy; you may provide a clear and succinct
description of how you plan to address those barriers

that are applicable to your circumstances. In addition,
the information may be provided in a single narrative,
or, if appropriate, may be discussed in connection with
related topics in the application.

Section 427 is not intended to duplicate the
requirements of civil rights statutes, but rather to
ensure that, in designing their projects, applicants for
Federal funds address equity concerns that may affect
the ability of certain potential beneficiaries to fully
participate in the project and to achieve to high
standards. Consistent with program requirements and
its approved application, an applicant may use the
Federal funds awarded to it to eliminate barriers it
identifies.

What are Examples of How an Applicant Might
Satisfy the Requirement of This Provision?

The following examples may help illustrate how an
applicant may comply with Section 427.

(1) An applicant that proposes to carry out an
adult literacy project serving, among others,
adults with limited English proficiency, might
describe in its application how it intends to
distribute a brochure about the proposed project to
such potential participants in their native
language.

(2) An applicant that proposes to develop
instructional materials for classroom use might
describe how it will make the materials available
on audio tape or in braille for students who are
blind.

(3) An applicant that proposes to carry out a
model science program for secondary students and
is concerned that girls may be less likely than
boys to enroll in the course, might indicate how it
intends to conduct "outreach” efforts to girls, to
encourage their enrollment.

We recognize that many applicants may already be
implementing effective steps to ensure equity of access
and participation in their grant programs, and we
appreciate your cooperation in responding to the
requirements of this provision.

Estimated Burden Statement for GEPA Requirements

The time required to complete this information collection is estimated to vary from 1 to 3 hours per response, with
an average of 1.5 hours, including the time to review instructions, search existing data resources, gather and maintain
the data needed, and complete and review the information collection. If you have any comments concerning the
accuracy of the time estimate(s) or suggestions for improving this form, please write to: U.S. Department of

Education, Washington, DC 20202-4651.

[FR Doc. 99-33638 Filed 12-27-99; 8:45 am]|
BILLING CODE 4000-01-C



